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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on July 17, 
2009 has been entered. 

Claim Objections 

2. Claim 132 and the specification are objected to because of an informality, which 
can be corrected as follows: "[Ajngeological" should be replaced by -angiological--. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claim 132 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. "A system... of claim 133" lacks antecedent basis. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 72-78, 81 , 84, and 96-101 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Weldon et al. (5,084,065) in view of Barone et al. (5,360,443). 

Weldon et al. disclose the invention substantially as claimed. Weldon et al. disclose, at 

least in figures 2-6 and col. 5, line 1 to col. 6, line 68; a graft including a primary graft 

body (21 and/or 31 ) or second graft body having a primary graft flow lumen and first and 

second portions; where the primary graft body is carried by a plurality of wire hoops (44 

or 34, i.e. multiple, interwoven coils of filaments) comprising two opposing ends, the 

ends being joined together on the outside surface of the primary graft body, where the 

wire hoops are attached to the primary graft body via sutures, where one of the wire 

hoops is located at one end of the primary graft body and has alternate apices (34b) 

extending beyond one end of the primary graft body, where the primary graft body is 

formed of thin biocompatible material, where the second graft body is a multi-layered 

graft body, and a wire structure (34) is sandwiched between layers of the multi-layered 

graft body; where the wire structure (44) is disposed at least in part on an outside 

surface of the respective surface of a graft body, where the wire structure (24, if 31 is 
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deemed a graft body) is disposed substantially on an inside surface of graft body, and 
where the wire structure is interwoven with the surface of a graft body (e.g., via 
sutures). However, Weldon et al. do not disclose a supplemental or first graft body 
having a flow lumen and first and second ends, the first end of the supplemental graft 
body being dockable to a second portion of the primary graft body while inside of a 
vessel, where the supplemental graft body is carried by a plurality of wire hoops, where 
the wire hoops are attached to the supplemental graft body via sutures, where the 
supplemental graft body is formed of a thin biocompatible material, where the second 
graft body is made of PTFE. Barone et al. teach, at least figures 1-4 and col. 5, line 40 
to col. 7, line 19; a supplemental (166) or first graft body having a flow lumen and first 
and second ends, the first end of the supplemental graft body being dockable to a 
second portion of a primary (160) or second graft body while inside of a vessel, where 
the supplemental graft body is carried by the primary graft body, where the primary graft 
body is attached to the supplemental graft body via sutures (170), where the 
supplemental graft body is formed of a thin biocompatible material, where the second 
graft body is made of PTFE. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made, in view of Barone et al., to include a 
supplemental or first graft body as claimed with the primary or second graft body of 
Weldon et al. Such a modification would allow the firm anchorage of graft bodies at a 
wall surface of an aorta for the repair of an aortic aneurysm. Also, it would have been 
obvious to one having ordinary skill in the art to form the second graft body out of PTFE. 
Such a material has the requisite strength and biocompatibility for use as a graft 
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material. Moreover, it has been held to be within the general skill of a worker in the art 
to select a known material on the basis of its suitability for the intended use as a matter 
of obvious design choice. In re Leshin, 125 USPQ 416. 
7. Claims 79, 80, 95, and 1 02 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Weldon et al. (5,084,065) in view of Barone et al. (5,360,443), and 
further in view of Wallsten (4,655,771 ). Weldon et al. in view of Barone et al. disclose 
the invention substantially as claimed, but do not disclose wire hoops having a different 
amplitude than the next adjacent wire hoop, where the wire structure is formed of metal 
or is X-ray detectable. Wallsten teaches, at least in figures 1a and 9 and in col. 2, lines 
44-56; a prosthesis with wire hoops or a wire structure, where wires are spaced apart 
and form sinuous structures having an amplitudes. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made, in view of Wallsten, to 
modify the hoops or structure of Weldon et al. in view of Barone et al.. Such wires 
would allow the graft to be more flexible for its deployment through a blood vessel, and 
they would allow secure fixation of the graft to the wall of the blood vessel. Moreover, it 
would be a matter of obvious design choice to configure the wires, so that at least one 
of the wires has a different amplitude than the next adjacent wire. The choice would be 
dependent upon the desired length and flexibility for the graft. Wallsten also teaches, in 
col. 3, lines 20-28; that the wire may be formed of metal. It would also have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
modify the wire structure, so that it is formed of metal. Such a material would have the 
requisite strength and flexibility for a graft, and the metallic material would allow for X- 
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ray detection for imaging and positioning of the graft. Moreover, it has been held to be 
within the general skill of a worker in the art to select a known material on the basis of 
its suitability for the intended use as a matter of obvious design choice. In re Leshin, 
125 USPQ416. 

8. Claims 103-106 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Weldon et al. (5,084,065) in view of Barone et al. (5,360,443), and further in view of 
Porter (5,064,435). Weldon et al. in view of Barone et al. disclose the invention 
substantially as claimed. Weldon et al. in view of Barone et al. disclose first and second 
graft bodies as claimed (see paragraph 6 above), where the second graft body is 
substantially cylindrical, but do not disclose that the second graft body is frustoconical in 
shape and has a length of about 18 mm. Porter teaches, in figure 1 and col. 5, lines 13- 
25; a substantially cylindrical graft body (20 or 22) including a frustoconical shape (34 or 
36). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made, in view of Porter, to modify the second graft body, so that an end 
portion includes a frusto-conical shape. Such a shape would provide a fixation feature 
for the graft, so that it can be affixed to a blood vessel with a lumen portion that is flaring 
in configuration. Also, it would have been a matter of design choice to size the 
frustoconical portion as claimed, since such a modification would have involved a mere 
change in the size of a component. A change in size is generally recognized a being 
within the level of ordinary skill in the art. 

9. Claims 1 1 0, 1 1 2, and 1 31 -1 33 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Barone et al. (5,360,443) in view of Weldon et al. (5,084,065). 
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Barone et al. disclose the invention substantially as claimed. Barone et al. disclose, at 
least in figures 1-4 and col. 5, line 40 to col. 7, line 19; and col. 9, lines 19-51; a graft 
including a first graft (166) having a proximal end, a distal portion, and a flow passage; a 
secondary graft body (160) having proximal portion, a distal portion, and flow passage; 
where the second graft body is carried by a metal wire structure (of element 166), the 
graft comprising a male engaging portion on the first graft body inter-engaged with a 
female portion on the second graft body (at 61), the male engaging portion and the 
female portion comprising a stent; where the wire structure (166) comprises at least one 
wireform or a plurality of wireforms, and where a system with the graft includes first and 
second introducers (201 ). However, Barone et al. do not disclose a graft layer attached 
to the stent and configured to be interposed between the male engaging portion and the 
female portion. Weldon et al. teach, in col. 2, lines 28-53; a stent (21) with a graft layer 
(e.g., 31 and/or 41 ). It would have been obvious to one having ordinary skill in the art at 
the time the invention was made, in view of Weldon et al. to include a graft layer with 
the stent of Barone et al. Such a layer would reinforce the stent at a section at the 
interface, i.e., a stress concentration, between male and female portions of the stent. 
10. Claim 11 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over over 
Barone et al. (5,360,443) in view of Weldon et al. (5,084,065), and further in view of 
Wallsten (4,655,771). Barone et al. in view of Weldon et al. disclose the invention 
substantially as claimed, but do not disclose that the at least one wireform ahs a 
sinuous configuration, allsten teaches, at least in figures 1a and 9 and in col. 2, lines 
44-56; a prosthesis with at least one wireform, where the wireform is in sinuous 
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configuration. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made, in view of Wallsten, to modify the wireforms of Barone et 
al. in view of Weldon et al., such that they are sinuous in configuration. Such wireforms 
would allow the graft to be more flexible for its deployment through a blood vessel, and 
they would allow secure fixation of the graft to the wall of the blood vessel. . 

11. Claims 129 and 130 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Barone et al. (5,360,443) in view of Weldon et al. (5,084,065), and further in view 
of Porter (5,064,435). Barone et al. in view of Weldon et al. disclose the invention 
substantially as claimed, but do not disclose radiopaque markers as claimed. Porter 
teaches, in col. 6, lines 7-17; the application of one or more radiopaque markers on 
graft 16. It would have been obvious to one having ordinary skill in the art at the time 
the invention was made, in view of Porter, to apply radiopaque markers as claimed to 
the graft of Barone et al. in view of Weldon et al. Such markers would allow imaging, 
proper positioning, and position confirmation for the graft during and after intravascular 
insertion of the graft. 

Response to Amendment 

12. Applicant's arguments with respect to claims 72-81 , 84, 95-1 06, 110-11 2, and 
129-133 have been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
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4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 



